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- INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT International application No. PCT>EP 03/1 0838 

I. Basis of the report 
Description, Pages 

^^^^ as originally filed 

Claims, Numbers 

^ '^^ received on 02.1 0.2004 with letter of 30.09.2004 

These elements were available or furnished to this Authority in the following language: . which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)) 

° Rute^Sn^VsT^'^" """^ °' international preliminary examination (under 

»n»mira~i -^^^^^^ application, the 

□ contained in the International application in written form. 

□ filed together wHh the intemational application in computer readable form. 

□ furnished subsequently to this Authority in written fomi. 

□ furnished subsequently to this Authority in computer readable form 

° Sfng'SrbS'fSmfehed"'™^ " ""^ "^""^ the wrlBen sequence 

4. The amendments have resulted in the cancellation of: 

□ the description, * pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

^-J>toTOn(sftee,corta*,in9Suc* amemtoente must be refe^ed under 1 and amexBd to mis 
6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

^' Swin'!?«?l?."t^^^^ invention appears to be novel, to involve an inventive step (to be non- 

obvious), or to be industnally applicable have not been examined in respect of: 

□ the entire international application, 

la claims Nos. 20 with regard to industrial applicability 
because: 

^ So tl5Jl?i®'2f ^^'"^ ^'^'""^ l^^^- 20 with regard to industrial applicability relate to 

the following subject matter which does not require an international preliminary examination (s^^^ 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos are so unclear 
that no meaningful opinion could be formed (specify): unclear 

° !:oul?be fo^^ ""^""^ ^"adequately supported by the description that no meaningful opinion 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
TnsSon^f ^^"^"^"^^ ^°"^P'y ^'^^ ^^^^^^^^ provided for in Annex C o?the Admi^^^^^ ^""^ 

□ the written fomi has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

^' 2?f«^I?f If r"*®' ^'^^^ ''^S^'^^ *^ novelty, inventive step or industrial applicabilitv- 

citations and explanations supporting such statement i""«»iriai appjicaDiiiiy, 

1. Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-20 

1-20 
1-19 



2. Citations and explanations 
see separate sheet 
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LxA^M.M^K.'^^^^^^ International application No. PCT/EP 03/1 0838 
EXAMINATION REPORT - SEPARATE SHEET 

Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claim 20 relates to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with res- 
pect to the industrial applicability of the subject-matter of this claim (Art. 34(4)(a)(|) 
PCT) . 



Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability 

1 . Reference is made to the following documents: 

D6: WO 02/072086 A (CONSORZIO PER GLI STUDI UNI ;SUZUKI HISANORI 

(IT)) 19 September 2002 (2002-09-19) 
D7: EP-A-1 177 789 (ROCHE VITAMINS AG) 6 February 2002 (2002-02-06) 
D10: MCCARTY M F: "Hepatothermic therapy of obesity: Rationale and an inven 

tory of resources" MEDICAL HYPOTHESES 2001 UNITED KINGDOM, vol. 

57, no. 3, 2001 , pages 324-336. XP009030758 ISSN: 0306-9877 

2. Novelty (Art. 33(2) PCT) 

None of the cited prior art documents discloses compositions comprising EGCG 
and at least one of pantethlne and phytanic acid nor their medical use. 
As a result, in view of the cited prior art the subject-matter of claims 1-20 of the 
present application seems to be novel (Art. 33(2) PCT). 

3. Inventive Step (Art. 33(3) PCT) 

Although the subject-matter of the present application seems to be novel in view 
of the cited prior art It does not involve an inventive step for the following reasons: 

Prior art document D6 discloses the use of EGCG for the treatment of diabetes 
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and obesity (claim 3); from D7 the use of phytanic acid for the treatment of diabe- 
tes mellitus and syndrome X Is known (claim 1) and prior art document D10 disclo- 
ses the use of pantethine and green tea polyphenols for the treatment of obesitv 
(abstract and p. 331 , left col., last para.). 

According to the description of the present application (p. 3, 1. 24/25) the claimed 
combination of components leads to an additive/ synergistic effect. The present 
application, however, does not provide any proof for this alleged effect 
Therefore, the selection of EGCG and at least one of pantethine and phytanic acid 
in the compositions of the present application seems to be aribltrary and cannot 
"pnma facie" be regarded as inventive as no convincing evidence (eg comparison 
tests showing an effect not derivable from the closest prior art) has been presen- 
ted in order to show that an Inventive step is necessary to use the claimed sub- 
ject-matter for the solution of the posed problem. 

If an inventive step is to be based on the presence of an unexpected effect this 
has to be proven by technical evidence. 

Therefore, the claimed combinations of components and their use according to in- 
dependent claims 1 , 14 15 and 20 of the present applications are considered as 
obvious options for a person skilled In the art In view of the cited prior art. 

Dependent claims 2-1 3 and 1 6-1 9 do not appear to contain any additional fea- 
tures which involve an inventive step when combined with the subject-matter of 
any claim to which they refer. Dependent claims are only allowable when related 
to a patentable Independent claim (Rule 6.4 PCT). 

As a result, the subject-matter of claims 1-20 does not seem to Involve an Inven- 
tive step (Art. 33(3) PCT). 

4. Certain published documents (Rule 70.10) 

^""^^ <tfa)««nonffi^r; (dayAnonttUj^ (day/monthfyear) 



WO 2004/ 04.03.2004 18.08.2003 

017766 (D11) 



23.08.2002 



The above listed document was published after the priority date of the present ap- 
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plication (07.1 1 .2002) and therefore does not belong to the state of the art accor- 
ding to Rule 64 (3) PCT. However, said document claims a priority date eariier 
than the priority date of the present application and may thus become relevant In 
later regional phases. 

D1 1 discloses the same compositions and uses as claimed in the present applica- 
tion (claims 1-20); therefore, D1 1 might become highly relevant in terms of novelty 
for the subject-matter of claims 1-20 of the present application. 



5. Further remarks 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed In documents D6, D7 and D10 is not mentioned in the description, nor 
are these documents identified therein. 



6. For the assessment of the present claim 20 on the question whether it Is industri- 
ally applicable, no unified criteria exist in the PCT Contracting States. The paten- 
tability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims 
to the use of a compound in medical treatment, but may allow, however, claims to 
a known compound for first use in medical treatment and the use of such a com- 
pound for the manufacture of a medicament for a new medical treatment. 
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What is claimed is 



1. A composition for the treatment or prevention of type 2 diabetes in those individuals 
with pre-diabetes, or impaired glucose tolerance (IGT) or obesity comprising at least two 
components selected from EGCG, pantethine or a metabolite thereof, phytanic acid, Upoic 

5 acid, policosanol and coenzyme Q-10. 

2. A composition for the treatment or prevention of type 2 diabetes in those individuals 
with pre-diabetes, or impaired glucose tolerance (IGT) or obesity comprising at least two 
components selected from EGCG, pantethine or a metabolite thereof, phytanic, acid, lipoic 
acid and coenzyme Q-10. 

10 3. A composition as in claim 1 or 2 wherein EGCG and pantethine are present. 

4. A composition as in claim 1 or wherein EGCG and phytanic add are present 

5. A composition as in claim 1 or 2 wherein pantethine and phytanic acid are present. 

6. A composition as in daim 3 or 4 containing EGCG in an amount sufficient to 
administer to a subject a daily dos^e of 0.3 mg per kg body weight to about 30 mg per kg 

15 body weight- 

7. A composition as in claim 3 or 5 containing pantethine in an amount sufficient to 
administer to a subject a daily dosage of 1 mg per kg body weight to about 50 mg per kg 
body weight 

8. A composition as in daim 4 or 5 containing phytanic add in an amount sufficient to 
20 administer to a subject a daily dosage of 1 mg per kg body weight to about 100 mg per kg 

body weight. 

9. A composition as in any one of claims 1-8 wherein lipoic acid is present 

10. A composition as in daim 9 wherein lipoic add is present in an amount sufficient to 
administer to a subject a daily dosage of 0.3 mg per kg body weight to about 30 mg per kg 

25 body weight 

11. A composition as in any one of claims 1-10 wherein coenzyme Q-10 is present 

12. A composition as in claim 11 wherein coenzyme Q-10 is present in an amotmt 
sufficient to administer to a subject a daily dosage of 0.01 mg per kg body weight to about 
30 mg per kg body wdght 
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13. A composition as in any one of claims 1-12 wherein policosanol is present 

14. A composition as in claim 13 wherein policosanol is present in an amount sufficient to 
administer to a subject a daily dosage of 0.002 mg per kg body weight to about 1.5 mg per 

5 kg body weight. 

15. A composition as in any one of daims 1-14 which is in dosage unit form. 

16. A composition as in claim 15 wherein the dosage unit form is a solid dosage unit form. 

17. A composition as in claim 16 wherein the dosage unit form contains about 10 mg to 
about 500 mg of EGCG. 

10 18. A composition as in claim 16 wherein the dosage unit form contains about 20 mg to 
about 1000 mg of pantethine. 

19. A composition as in daim 16 wherein the dosage unit form contains about 30 mg to 
about 500 mg of phytanic acid. 

20. A composition as in any one of claims 1-14 which is a food or beverage or a 
15 supplement composition for a food or beverage. 

21- A food or beverage comprising at least two components selected from EGCG, 
pantetiiine or a metabolite thereof, phytanic add, lipoic acid, policosanol and coenzyme 
Q-10. 

22. The use of at least two components selected from EGCG, pantethine or a metabolite 
20 thereof, phytanic add, Upoic add, policosanol and coenzyme Q-10 in the manufacture of 

a nutraceutical composition. 

23. The use as in daim 22 of a combination of EGCG and pantethine, or EGCG and 
phytanic acid, or pantethine and phytanic add, said EGCG being used in an amount 
suffident to provide a daily dosage of 0.3 mg per kg body weight to about 30 mg per kg 

25 body weight of the subject to which it is to be administered, said pantethine being used in 
an amoimt sufficient to provide a daily dosage of 1.0 mg per kg body weight to about 50 
mg per kg body weight of the subject to which it is to be administered and said phytanic 
acid being used in an amount sufficient to provide a daily dosage of 1.0 mg per kg body 
wdght to about 100 mg per kg body weight of the subject to which it is to be administered 
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24. The use as in daim 23 wherein the nutraceutical composition is a food or beverage, or 
a supplement composition for food or beverage. 

25. The use as in claim 23 whereio the nutraceutical composition is intended for the 
treatment of both type 1 and 2 diabetes, and for the prevention of type 2 diabetes in those 

5 individuals "with pre-diabetes, or impaired glucose tolerance (IGT) or obesity. 

26. The use as in claim 23 wherein the nutraceutical composition is a pharmaceutical 
composition for the treatment of both type 1 and 2 diabetes, and for the prevention of type 
2 diabetes in those individuals with pre-diabetes, or impaired glucose tolerance (IGT) or 
obesity. 

10 27. A method for the treatment of both type 1 and 2 diabetes, and for the prevention of 
type 2 diabetes in those individuals with pre-diabetes, or impaired glucose tolerance (IGT) 
or obesity which comprises administering to a subject in need of such treatment at least 
two components selected from EGCG, pantethine or a metabolite thereof, phytanic acid, 
lipoic acid, policosanol and coenzyme Q-10. 



